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—The MAILING DATE of this communication appears on the cover sheet beneath the correspondence address— 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE J MONTH(S) FROM THE MAILING DATE 

OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- tf NO period for reply is specified above, such period shall, by default, expire SIX (6) MONTHS from the mailing date of this communication . 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Status 

□ Responsive to communication(s) filed on . 

□ This action is FINAL 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits Is closed in 
accordance with the practice under Ex parte Ouayle, 1935 CD. 1 1; 453 O.G. 213. 

Disp sition of Claims 

i^Claim(s)_ is/are pending in the application. 

Of the above claim(s) is/are withdrawn from consideration. 

□ Claim(s) . is/are allowed. 

JZf Ciaim(s) S~ is/are rejected. 

□ Claim(s) is/are objected to. 

□ Claim(s) are subject to restriction or election 

requirement. 

Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Pri rity under 35 U.S.C. § 119 (a)-(d) 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d). 

□ All DSome* DNone of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 



□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

•Certified copies not received: . 

Attachment(s) 

^Information Disclosure Statements), PTO-1449, Paper No(s) 2^ □ Interview Summary, PTO-413 

jZf Notice of Reference(s) Cited, PTO-892 □ Notice of Informal Patent Application, PTO-152 
□ Notice of Draftsperson's Patent Drawing Review, PTO-948 □ Other 
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35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter, or any new and useful improvement 
thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claim 20 is rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non- statutory subject matter. 

Patents are not granted for all new and useful inventions and 
discoveries. The subject matter of the invention or discovery must 
come within the boundaries set forth by 3 5 U.S.C. 101, which 
permits patents to be granted only for "any new and useful process, 
machine, manufacture, or composition of matter, or any new and 
useful improvement thereof." The term "process" as defined in 35 
U.S.C. 100, means process, art or method, and includes a new use of 
a known process, machine, manufacture, composition of matter, or 
material . 

The instant "use" claim is not a proper process claim under 
35 U.S.C. 101. The claimed recitation of a use, without setting 
forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a 
proper process claim under 35 U.S.C. 101. See for example Ex parte 
Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. 
Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). See MPEP § 
706.03 (a) . 
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The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims 
particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

Claim 20 is rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the 
invention. 

Attempts to claim a process without setting forth any steps 
involved in the process generally raises an issue of indef initeness 
under 35 U.S.C. 112, second paragraph. The instant claim is 
indefinite because it merely recites a use without any active, 
positive steps delimiting how this use is actually practiced. It 
is unclear what method/process applicant is intending to encompass. 
Ex parte Erlich, 3 USPQ2d 1011 (Bd. Pat. App. & Inter. 1986). 
Although a claim should be interpreted in light of the specifica- 
tion disclosure, it is generally considered improper to read 
limitations contained in the specification into the claims. See In 
re Prater, 415 F.2d 1393, 162 USPQ 541 (CCPA 1969) and In re 
Winkhaus, 527 F.2d 637, 188 USPQ 129 (CCPA 1975), which discuss the 
premise that one cannot rely on the specification to impart 
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limitations to the claim that are not recited in the claim. See 
MPEP 2173 . 05 (q) . 

The following is a quotation of the appropriate paragraphs of 
35 U.S. C. § 102 that form the basis for the rejections under this 
section made in this Office action: 

A person shall be entitled to a patent unless -- 

(a) the invention was known or used by others in this country, 
or patented or described in a printed publication in this or 
a foreign country, before the invention thereof by the 
applicant for a patent. 

Claims 1-4, 8, 9, 11, 12, and 14-20 are rejected under 35 
U.S.C. § 102(a) as being anticipated by Gombotz et al . (US 
5,900,238) . 

The instant invention directed to a composition that comprises 
hyaluronic acid ester polymer and an antigen 

The reference teaches polymers in the form of microspheres. 
It teaches various suitable agents that can be used to practice the 
disclosed invention and includes hyaluronic acid and its ester 
derivatives. See column 6, line 66. The antigen is provided in 
the range of about 0.1% to about 50% of the composition. See 
column 7, lines 13-14. The use of additional adjuvants is taught 
at column 9, line 65, to column 10, line 8. The reference teaches 
how to apply the composition intranasally to induce an immune 
response to the antigen. 
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The following is a quotation of 35 U.S.C. § 103(a) which forms 
the basis for all obviousness rejections set forth in this Office 
action: 

A patent may not be obtained though the invention is not 
identically disclosed or described as set forth in section 102 
of this title, if the differences between the subject matter 
sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time 
the invention was made to a person having ordinary skill in 
the art to which said subject matter pertains. Patentability 
shall not be negatived by the manner in which the invention 
was made. 

This application currently names joint inventors. In consider- 
ing patentability of the claims under 35 U.S.C. § 103, the examiner 
presumes that the subject matter of the various claims was commonly 
owned at the time any inventions covered therein were made absent 
any evidence to the contrary. Applicant is advised of the obliga- 
tion under 37 C.F.R. § 1.56 to point out the inventor and invention 
dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the 
applicability of potential 35 U.S.C. § 102(f) or (g) prior art 
under 35 U.S.C. § 103(a). 

Claims 1-20 are rejected under 35 U.S.C. § 103(a) as obvious 
over Gombotz et al . (US 5,900,238) in view of both Partidos et al . 
(Immunology 1996) and Callegaro et al. (EP 0 517 565 A3). 

The instant invention is further limited to the adjuvant being 
LT-K63 or LT-K72 and the antigen being a viral antigen, more 
specifically, influenza. Further, the antigen can be adsorbed on 
the microsphere. 

The relevance of Gombotz et al. has been discussed above. The 
reference does not discuss the specifically claimed adjuvants or 
using influenza. Partidos et al . teach LT-K63 as an effective 
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mucosal adjuvant. It would have been obvious to one of ordinary 
skill in the art at the time the invention was made to use the 
specific adjuvant taught by Partidos et al . as the adjuvant 
suggested by Gombotz et al . with the expectation of at least an 
additive effect in enhancing the immunogenicity of the composition. 

Callegaro et al . teach that hyaluronic ester microspheres can 
be used for intranasal application of a protein by encapsulating it 
inside the microspheres or adsorbing it to the surface. They teach 
that encapsulation and adsorption are suitable for administering 
the protein to the mucosa. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to 
modify the microspheres of Gombotz et al . as a matter of design 
choice by the artisan using routine experimentation. 



No claims are allowed. 



Papers related this application may be submitted to Group 1600 
by facsimile transmission. Papers should be faxed to Group 1600 
via the PTO Fax Center located in Crystal Mall 1. The faxing of 
such papers must conform with the notice published in the Official 
Gazette, 1096 OG (November 15, 1989) . 

The Group 1600 Fax numbers are: (703) 308-4242 and (703) 305- 

3014. 

Unofficial communications may be faxed to: (703) 308-4426. 

Any inquiry concerning this communication or earlier communi- 
cations from the examiner should be directed to Jeffrey Stucker 
whose telephone number is (703) 308-4237. The examiner can normally 
be reached Monday to Thursday from 7:00am to 5:00pm. 
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If attempts to reach the examiner by telephone are unsuccess- 
ful, the examiner's supervisor, James Housel, can be reached on 
(703) 308-4027. 

Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the Group 
receptionist whose telephone number is (703) 308-0196. 




JEFFREY S7UCKER 
PRIMARY EXAMINER 



